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(A) The imported raw materials or 
other ingredients are used in the manu-
facturing/processing, packing, or hold-
ing of alcoholic beverages; 

(B) Such manufacturing/processing, 
packing, or holding is performed by the 
importer; 

(C) The importer is required to reg-
ister under section 415 of the Federal 
Food, Drug, and Cosmetic Act; and 

(D) The importer is exempt from the 
regulations in part 117 of this chapter 
in accordance with § 117.5(i). 

(2) Certain meat, poultry, and egg prod-
ucts. Any certification required under 
section 801(q) of the FD&C Act does not 
apply with respect to: 

(i) Meat food products that at the 
time of importation are subject to the 
requirements of the United States De-
partment of Agriculture (USDA) under 
the Federal Meat Inspection Act (21 
U.S.C. 601 et seq.); 

(ii) Poultry products that at the time 
of importation are subject to the re-
quirements of the USDA under the 
Poultry Products Inspection Act (21 
U.S.C. 451 et seq.); and 

(iii) Egg products that at the time of 
importation are subject to the require-
ments of the USDA under the Egg 
Products Inspection Act (21 U.S.C. 1031 
et seq.). 

RECOGNITION OF ACCREDITATION BODIES 
UNDER THIS SUBPART 

§ 1.610 Who is eligible to seek recogni-
tion? 

An accreditation body is eligible to 
seek recognition by FDA if it can dem-
onstrate that it meets the require-
ments of §§ 1.611 through 1.615. The ac-
creditation body may use documenta-
tion of conformance with International 
Organization for Standardization/Inter-
national Electrotechnical Commission 
(ISO/IEC) 17011:2004, supplemented as 
necessary, in meeting the applicable 
requirements of this subpart. 

§ 1.611 What legal authority must an 
accreditation body have to qualify 
for recognition? 

(a) An accreditation body seeking 
recognition must demonstrate that it 
has the authority (as a governmental 
entity or as a legal entity with con-
tractual rights) to perform assessments 
of a third-party certification body as 

are necessary to determine its capa-
bility to conduct audits and certify 
food facilities and food, including au-
thority to: 

(1) Review any relevant records; 
(2) Conduct onsite assessments of the 

performance of third-party certifi-
cation bodies, such as by witnessing 
the performance of a representative 
sample of its agents (or, in the case of 
a third-party certification body that is 
an individual, such individual) con-
ducting a representative sample of au-
dits; 

(3) Perform any reassessments or sur-
veillance necessary to monitor compli-
ance of accredited third-party certifi-
cation bodies; and 

(4) Suspend, withdraw, or reduce the 
scope of accreditation for failure to 
comply with the requirements of ac-
creditation. 

(b) An accreditation body seeking 
recognition must demonstrate that it 
is capable of exerting the authority (as 
a governmental entity or as a legal en-
tity with contractual rights) necessary 
to meet the applicable requirements of 
this subpart, if recognized. 

§ 1.612 What competency and capacity 
must an accreditation body have to 
qualify for recognition? 

An accreditation body seeking rec-
ognition must demonstrate that it has: 

(a) The resources required to ade-
quately implement its accreditation 
program, including: 

(1) Adequate numbers of employees 
and other agents with relevant knowl-
edge, skills, and experience to effec-
tively evaluate the qualifications of 
third-party certification bodies seeking 
accreditation and to effectively mon-
itor the performance of accredited 
third-party certification bodies; and 

(2) Adequate financial resources for 
its operations; and 

(b) The capability to meet the appli-
cable assessment and monitoring re-
quirements, the reporting and notifica-
tion requirements, and the procedures 
of this subpart, if recognized. 

§ 1.613 What protections against con-
flicts of interest must an accredita-
tion body have to qualify for rec-
ognition? 

An accreditation body must dem-
onstrate that it has: 
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(a) Implemented written measures to 
protect against conflicts of interest be-
tween the accreditation body (and its 
officers, employees, and other agents 
involved in accreditation activities) 
and any third-party certification body 
(and its officers, employees, and other 
agents involved in auditing and certifi-
cation activities) seeking accreditation 
from, or accredited by, such accredita-
tion body; and 

(b) The capability to meet the appli-
cable conflict of interest requirements 
of this subpart, if recognized. 

§ 1.614 What quality assurance proce-
dures must an accreditation body 
have to qualify for recognition? 

An accreditation body seeking rec-
ognition must demonstrate that it has: 

(a) Implemented a written program 
for monitoring and evaluating the per-
formance of its officers, employees, and 
other agents and its accreditation pro-
gram, including procedures to: 

(1) Identify areas in its accreditation 
program or performance where defi-
ciencies exist; and 

(2) Quickly execute corrective ac-
tions that effectively address defi-
ciencies when identified; and 

(b) The capability to meet the appli-
cable quality assurance requirements 
of this subpart, if recognized. 

§ 1.615 What records procedures must 
an accreditation body have to qual-
ify for recognition? 

An accreditation body seeking rec-
ognition must demonstrate that it has: 

(a) Implemented written procedures 
to establish, control, and retain 
records (including documents and data) 
for the period of time necessary to 
meet its contractual and legal obliga-
tions pertaining to this subpart and to 
provide an adequate basis for evalu-
ating its program and performance; 
and 

(b) The capability to meet the appli-
cable reporting and notification re-
quirements of this subpart, if recog-
nized. 

REQUIREMENTS FOR ACCREDITATION BOD-
IES THAT HAVE BEEN RECOGNIZED 
UNDER THIS SUBPART 

§ 1.620 How must a recognized accredi-
tation body evaluate third-party 
certification bodies seeking accredi-
tation? 

(a) Prior to accrediting a third-party 
certification body under this subpart, a 
recognized accreditation body must 
perform, at a minimum, the following: 

(1) In the case of a foreign govern-
ment or an agency of a foreign govern-
ment, such reviews and audits of the 
government’s or agency’s food safety 
programs, systems, and standards as 
are necessary to determine that it 
meets the eligibility requirements of 
§ 1.640(b). 

(2) In the case of a foreign coopera-
tive or any other third-party seeking 
accreditation as a third-party certifi-
cation body, such reviews and audits of 
the training and qualifications of 
agents conducting audits for such coop-
erative or other third party (or in the 
case of a third-party certification body 
that is an individual, such individual) 
and such reviews of internal systems 
and any other investigation of the co-
operative or other third party nec-
essary to determine that it meets the 
eligibility requirements of § 1.640(c). 

(3) In conducting a review and audit 
under paragraph (a)(1) or (2) of this sec-
tion, an observation of a representative 
sample of onsite audits examining 
compliance with the applicable food 
safety requirements of the FD&C Act 
and FDA regulations as conducted by 
the third-party certification body or 
its agents (or, in the case of a third- 
party certification body that is an indi-
vidual, such individual). 

(b) A recognized accreditation body 
must require a third-party certifi-
cation body, as a condition of accredi-
tation under this subpart, to comply 
with the reports and notification re-
quirements of §§ 1.652 and 1.656 and to 
agree to submit to FDA, electronically 
and in English, any food or facility cer-
tifications it issues for purposes of sec-
tions 801(q) or 806 of the FD&C Act. 

(c) A recognized accreditation body 
must maintain records on any denial of 
accreditation (in whole or in part) and 

VerDate Sep<11>2014 14:18 Apr 18, 2016 Jkt 238070 PO 00000 Frm 00088 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B


		Superintendent of Documents
	2016-07-08T13:42:59-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




